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CDISC has been taken the initiative to formulate the standardization of clinical information in 
clinical trials. Preceding studies tried to utilize the template built in EMR or the external system 
that provides a template to enable output of SDTM. However, (1) Mapping between the 
information models and terminologies of the template and the ones of the EMR needs to be done 
manually, (2) Even the survey form defined in ODM at the registry, much effort of 
implementation and quality control for model and terminology is left to each vendor and 
healthcare settings. To solve the issues, we have modified REDCap provided from Vanderbilt 
University so that it can import the Alias XML element used for annotating semantics definition 
in ODM into the annotation fields of REDCaps' project. We also developed the Web Service to 
publish metadata and data of DWH so that the data of DWH can be linked to the Alias item. We 
imported the questionnaire defined with ODM and annotated with Aliases and confirmed that 
each item the questionnaire was annotated with UMLS and JLAC 10. We also confirmed that we 
could import data from DWH and they are automatically mapped to proper fields.  
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1.2 複数の情報モデルへの対応 
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図 情報モデルの関係

 
1.3 eCRF EDC/EMR  
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図 項目のマッピング
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2.  
2.1 システムアーキテクチャの設計 
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図 本概念実証で想定したアーキテクチ

 
2.2 FHIR Terminology Service  
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4 Terminology Serviceにおける CodeSystem、
ValueSet、ConceptMapの関係 

 
2.3 REDCap 
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2.4 CDISC/ODM  
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3.  
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3.1 Terminology  
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3.2 Metadata/Data Service  
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3.3 症例登録ファイルの展開 
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4.  
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4.1 ターミノロジーサービス 

EDC EDC
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図 本概念実証で実装したプロトタイプシステム 
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4.2 症例登録ファイルのホスティング 
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4.3 EDC EMR  
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4.4 REDCap  
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